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Adverse Event Questionnaire
Complaint Number: _(*//)- 4886 Investigator: /) /2.4//{

Consumer Information

/ Initial Report Source: JORA Consumer Injury
Date of Report: ,%éz 72 '
M

Ufelephone OCorrespondence CMedWatch
OUSP OPQRS OPoison Control OCDC

Ddoghtar U3 pet
r % oM Age: 2 7
Race: ]d! e 2-Black O3-Asian/Pacific Islander O4-Native American D5-Hispanic
_____  _ _ _ O9-Unknown

information on Adverse Event

Date of Adverse Event: o/t 3/// 77 Give the site of consumption/ingestion (e.g@restaumm,
Previous Adverse Effects to Product Type: office):
OYes WNo

The following information relates to the consumers’ use of the product.

mﬂ ,, ”'“'3'/;. %L" AR Py o

GNoﬂ\edtwmofexposmoehw washkenhow the product taken, how often was it

List all Medica%(g?’:'?_ietmy Supplement(s), Food(s), and other product(s) used at the time of the event:

Did event abate after use of suspected product stopped or dose reduced: Yes ONo OUnknown

Did symptoms reoccur after reintroduction of suspected product: OYes DONo OUnknown HNot Applicable
Did symptoms reoccur after using other products with the same ingredients: OYes ONo &Unknown DNot
Applicable

Medical Information

Was a health care provider seen?: OYes BiNo
Give health care provider's name, address and telephone number:

Occupation of Health Care Provider: OMD DOsteopath CNatufopath ONurse  OPharmacist
OOther (specify)

r What medical tests were performed and what were the results?

What was the medical diagnosis?
What treatment(s) was given (e.g., drugs, other)?

Were there any preexisting condition(s)/treatment(s)?
(If YES, list them including allergies, and chronic diseases): OYes ONo
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UDietary Supplement (a viamin: an ossential mineral; a protein; a herb or similar nutritional substances including botanicals such
nimal glands; gariic extract; fish olle; oll of evening primrose; fibers such as psylium

and guar gum; compounds not genatally neogntzodubod " s, such as bloflavonoids, enzymes, germanium, nucleic acids, para-
amino-benzoic acid, and rutin; and mbdures of these ingredients,)

Other Product Problems
2. OForeign Object A
(specify):

3. OOther (specify):
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Give the product name and manufacturer as listed on the label (including the recommendod dosage/serving size,
recol | .of use, W‘Wﬁpmfo‘rmasl‘stpd‘on lat\:_eil):; I ;
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If a particular ingredient is suspécted of buting to the adverse event, please indicate the appropriate
category below: B

OAspartame ) ' OColor Additive (please specify)

OMonosodium Glutamate . o

OSulfite S / :

OOther R

OUnknown C '

Is the product label available, if yes submit a quality copy along with this questionnaire: OYes ONo
OUnknown  Product Sample Avallablg: OYes ONo OUnknown :

Outcome Attributed to Adverse Event:
(If yes, include pertinent medical records)

Death: OYes (No
Life-Threatening: OYes ANo

Hospitalization: OYes aNo (f YES, indicate if initial or prolonged)

Required intervention to prevent permanent impairment/damage: OYes' @No

Did the adverse event result in a congenital anomaly: OYes KNo
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